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ENVIRONMENTAL  PROTECTION 
AGENCY 

IOPTS-50010:  FRL-1510-51 

Premanufacture  Notification  and 
Review;  Economic  Impact 

agency:  Environmental  Protection 
Agency  (EPA). 
action:  Notice. 

summary:  EPA  has  awarded  a  contract 
to  ICF,  Inc.,  to  perform  the  economic 
impact  analysis  on  the  section  5 
Premanufacture  Notification  Rules  of  the 
Toxic  Substances  Control  Act  (TSCA). 
This  notice  describes  the  methodology 
that  ICF  will  use  in  assessing  the 
economic  impact  of  the  section  5  notice 
requirements. 

date:  Written  comments  should  be 
submitted  on  or  before  July  10, 1980. 
MEETINGS:  During  the  SO-day  comment 
period  EPA  personnel  will  be  available 
to  meet  with  interested  persons  who 
wish  to  discuss  and  comment  on  this 
methodology.  Beginning  on  the  date  of 
publication  persons  who  wish  to  meet 
with  EPA  representatives  should  contact 
the  Industry  Assistance  Office  at  800- 
424-9065;  in  Washington,  D.C.  please 
call  554-1404.  This  office  will  arrange 
times  and  places  for  the  meeting,  and 
provide  such  information  to  the  public. 
ADDRESS:  All  written  comments  should 
bear  the  identifying  notation  [OPTS- 
50010]  and  be  addressed  to:  Document 
Control  Officer  (OPTS-793),  Office  of 
Pesticides  and  Toxic  Substances,  Room 
E-447,  Environmental  Protection 
Agency,  401  M  Street  SW.,  Washington, 
D.C.  20460. 

All  comments  will  be  available  for 
public  inspection  in  Rm.  410,  East 
Tower,  at  the  above  address  from  8:00 
a.m.  to  4:00  p.m.,  Monday  through 
Friday,  except  legal  holidays. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  B.  Ritch.  Jr.,  Director,  Industry 
Assistance  Office  (OPTS-799), 
Environmental  Protection  Agency,  401  M 
Street  SW.,  WAshington,  D.C.,  Toll  Free: 
800-424-9065,  In  Washington:  202-554- 
1404. 

SUPPLEMENTAL  INFORMATION: 
Background  and  Purpose 

EPA  proposed  initial  premanufacture 
notification  rules,  published  in  the 
Federal  Register  of  January  10, 1979  (44 
FR  2242),  under  section  5  of  the  Toxic 
Substances  Control  Act  (TSCA).  As  a 
result  of  public  comments  on  the 
proposed  section  5  regulations,  EPA 
reproposed  a  portion  of  these 
regulations  in  a  document  published  in 


the  Federal  Register  of  October  16. 1979 
(44  FR  59764). 

A  preliminary  economic  impact 
analysis,  prepared  by  Arthur  D.  Little. 

Inc.,  for  EPA.  was  published 
concurrently  with  the  January  proposed 
rules.  This  analysis  estimated  the  costs 
of  preparing  section  5  notices  and 
briefly  examined  their  potential  impact 
on  new  chemical  development.  In 
addition,  a  unit  cost  analysis  for  the 
October  16. 1979  reproposal  form  was 
completed  by  Arthur  D.  Little.  Inc.  These 
documents.  "Impact  of  TSCA  Proposed 
Premanufacture  Notification 
Requirements",  December  1978,  and 
"Estimated  Costs  of  Preparation  and 
Submission  of  Reproposed 
Premanufacture  Notice  Form",  October 
1979  are  available  from  the  EPA 
Industry  Assistance  Office. 

The  Agency  is  soliciting  comments  on 
this  notice  and  the  contractor's 
proposed  methodology  entitled  “A 
Methodology  for  Analyzing  the 
Economic  Impacts  of  Regulations 
Implementing  section  5  of  TSCA".  This 
document,  prepared  by  ICF,  is  available 
from  the  EPA  Industry  Assistance 
Office.  Persons  will  also  be  allowed 
time  to  comment  on  the  drafts  of  the 
Economic  Analysis  and  the  Regulatory 
Analysis  when  they  are  proposed  later 
this  year.  The  Agency  is  particularly 
interested  in  specific  suggestions  or 
alternatives  to  (1)  the  chemical  industry 
segmentation  scheme  developed  by  the 
contractor;  (2)  the  contractor’s  data- 
gathering  approach;  (3)  the  ways  the 
contractor  ha‘s  suggested  obtaining 
historical  chemical  specific  financial 
data  not  available  in  the  public  file;  and 
(4)  the  methodology  proposed  for  the 
economic  impact  analysis. 

ICF,  Inc.,  was  contracted  by  EPA  to 
conduct  an  economic  analysis  of  the 
regulatory  alternatives  available  to  EPA 
in  implementing  section  5  and  the 
impacts  of  this  program  on  the  chemical 
industry.  Specifically,  ICF  is  to  extend 
the  Arthur  D.  Little,  Inc.,  preliminary 
analysis  to  address  impacts  on  industry 
performance  and  structure  and  impacts 
on  the  economy.  The  impacts  of  the 
section  5  requirements  in  their  entirety  * 
are  being  analyzed. 

ICF,  Inc.,  has  performed  or  is 
performing  the  following  five  tasks  using 
the  methods  stated  to  augment  this 
initial  effort; 

1.  Develop  project  workplan. 

2.  Gather  data. 

3.  Assess  feasibility  of  formal 
approaches  to  economic  impact 
analysis. 

4.  Perform  economic  impact  analysis 
(based  on  previous  tasks). 

5.  Analyze  regulatory  provisions. 


The  first  three  tasks  were  necessary 
to  provide  the  framework  for  the 
economic  analysis  under  Task  4.  The 
output  of  these  tasks  to  a  considerable 
extent  determines  the  apporpriate 
approach  to  Task  4. 

Task  /. — Develop  Project  Workplan 

The  contractor  has  developed  a 
general  workplan  for  the  project  in  its 
entirety,  covering  all  subtasks  needed  to 
gather  data,  analyze  data,  perform 
impact  analyses,  and  prepare  reports  in 
accordance  with  the  agreed  upon 
schedule. 

Included  in  the  workplan  for  each  task 
identified  are  the  objective  of  the  tasks, 
a  brief  discussion  of  the  technical 
approaches  to  be  utilized,  a  proposed 
staffing  plan  for  the  task,  a  discussion  of 
anticipated  constraints  or  potential 
problems  of  which  the  EPA  Project 
Officer  should  be  aware. 

Task  2. — Gather  Data 

The  contractor  intends  to  collect 
information  to  complete  an  analysis  of 
the  impacts  of  section  5  requirements  on 
the  chemical  industry.  The  general 
concept  of  the  data  gathering  task  is  to 
develop  profiles  of  chemical  industry 
segments,  including,  but  not  limited  to, 
financial  characteristics,  product 
introductions,  and  R&D  practices.  These 
profiles  shall  be  used  to  conduct  the 
economic  impact  analysis  on  a  segment- 
specific  basis  under  Task  4. 

(a)  Segmentation  scheme.  The 
contractor  has  developed  a 
segmentation  scheme  based  on  chemical 
and  economic  characteristics  to  perform 
this  task.  This  segmentation  scheme 
includes  seven  groups  of  chemicals  as 
follows:  (1)  inorganic  chemicals;  (2)  high 
polymers;  (3)  soaps,  detergents,  and 
fatty  acids;  (4)  elementary  organic 
chemicals:  (5)  organic  chemicals  N.E.C.; 
(6)  catalysts;  and  (7)  other  chemical 
products.  Table  1  shows  the  component 
products  of  each  segment  and  the 
roughly  corresponding  Standard 
Industrial  Classification  Codes. 

Table  1 — Tentative  Segmentation  Scheme 


Approximate 

Segment  Component  products  corresponding 

SIC  codes 


(1)  Inorganic  Alkalies  arxl  chlorine .  2812 

Chemicals. 

hHlustrial  gases .  2813 

Inorganic  pigments .  2816 

Inorganic  acids .  28193.28194 

Potassium  and  28197 

sodium  compounds. 

Fertilizers .  2873,  2874 

Other  inorganic  28195.28196.28199 
chemicals. 

(2)  High  Polymers .  Thermoplastic  resins .  28213 

Thermosetting  resins.  28214 

Synthetic  rubber .  2822 

Organic  Fibers .  2824 
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Table  1 — Tentative  Segmentation  Scheme— 
Continued 


Segment 

Component  products 

Approximate 
corresponding 
.  SIC  codes 

(3)  Soaps/ 

Soaps  and 

2841 

Detergents/Fatty 

detergents 

A6ds 

Surfactants 

2843 

Fatty  acids 

28992 

<4)  Elementary 

Gum  and  wood 

2861 

Organic  Chemicals 

chemicals 

Cyclic  crudes 

28655 

Primary 

petrochemicals 

2911 

(5)  Organic 

Cyclic  inlermediales 

28651 

Chemicals.  WC 

Organic  dyes  and 
pigments 

28652.  28653 

Miscellaneous  cyckc 
chemical  producis 

28691 

Miscellaneous  acyclic 
chemcal  products 

28692 

Rubber -processing 
chemicals 

286933 

Plastiazers 

286935 

Synthetic  organic 
chemicals.  NEC 

28695 

Organic  explosives 

2892 

(6)  Catalysts.. . . 

.  Caialytic  preparabons 

28198 

(7)  Other  Chemical 

Cellulosic  man-made 

2623 

Producis 

libers 

Polishes  and  sanitary 
Goods. 

2842 

Paints  and  allied 
products. 

2851 

Adhesives  and 
sealants 

2891 

Explosives 

2892 

Printing  ink . 

2893 

Carbon  black 

2895 

Gelatin,  except 
ready-to-eat 
desserts 

28994 

Saits,  essential  oils, 
and  chemical 
preparations.  NEC 

28991.  28995 

In  concept,  the  segmentation  scheme 
does  not  differ  much  from  one  proposed 
earlier  by  Arthur  D.  Little,  Inc.  IGF  has 
grouped  the  41  Arthur  D.  Little,  Inc., 
segments  according  to  chemical 
characteristics.  In  the  case  of 
elementary  organic  chemicals,  the 
contractor  has  aggregated  the  Arthur  D. 
Little,  Inc.,  six  segments  into  three.  To 
the  extent  that  different  sizes  of 
business  enterprises  create  similar  types 
of  chemicals,  the  contractor  will  further 
subdivide  the  chemical  segment  for 
purposes  of  economic  projections  to  the 
extent  possible.  In  this  way,  the  impact 
on  small  business  will  be  explored. 

The  advantage  of  this  scheme  is  that 
the  segments  should  provide  an  effective 
approach  to  analyze  new  product 
development.  Some  classes  of  chemicals 
are  not  going  to  be  the  source  of  large 
numbers  of  new  products,  e.g.,  inorganic 
chemicals,  and  elementary  organic 
chemicals.  Others  will  result  in  many 
new  products,  e.g.,  high  polymers,  and 
organic  chemicals.  The  disadvantage 
may  be  that  the  economic  structures  do 
not  match  neatly  with  these  segments. 

As  mentioned  above,  EPA  requests 
comments  on  this  segmentation  scheme. 
If  this  scheme  is  not  acceptable,  EPA 


expects  commentors  to  suggest 
alternatives.  Commentors  should 
provide  data  to  support  the  alternatives 
and  to  demonstrate  their  advantages. 

(b)  Specific  approach.  The  contractor 
intends  to  perform  the  following 
activities  in  order  to  obtain  the  data 
needed  to  assess  the  impact  of  section  5 
notice  provisions  on  each  chemical 
industry  segment: 

(1)  Consult  previous  economic  studies, 
industry  experts,  and  government 
reports  in  order  to  identify  potential 
chemical  industry/product  market 
segments  for  analysis. 

(2)  Identify  potential  sources  of  data 
to  develop  profiles  of  those  segments. 
Potential  sources  include: 

(i)  Contact  with  CMA,  SOCMA. 

CSMA,  NAM,  Chamber  of  Commerce, 
and  other  industry  associations. 

(ii)  Company  interviews,  if  needed,  for 
specific  data. 

(iii)  Independent  industry  experts  and 
consultants. 

(iv)  Chemical  industry  literature, 
including  government  statistics  from 
National  Science  Foundation. 

Department  of  Commerce,  International 
Trade  Commission,  etc.,  trade 
publications  and  chemical  marketing 
literatilre,  and  previous  studies  bearing 
on  chemical  innovation. 

(3)  Assess  the  feasibility,  in  particular, 
of  using  industry  interviews.  This  will 
include  assessing  how  the  interviews 
could  be  most  effectively  used  and  in 
developing  a  sampling  plan. 

(4)  Prepare  a  briefing  and  summary 
memo  which  outlines  the  data  gathering 
plan  to  be  implemented.  The  plan  should 
discuss  which  segments  have  been 
chosen  and  why,  which  sources  of  data 
will  be  used  to  provide  which  aspects  of 
the  segment  profiles,  and  the 
conclusions  regarding  the  use  of 
industry  interviews. 

(5)  Develop  chemical  industry 
segment  profiles.  The  contractor  intends 
to  use  previous  economic  studies, 
industry  experts,  and  government 
reports  as  initial  sources  of  data  to 
develop  preliminary  chemical  market 
segment  profiles.  Having  completed  this 
analysis,  the  contractor  will  identify 
data  not  available  from  public  sources 
and  yet  necessary  to  measure  the  impact 
of  section  5  notice  provisions.  The  gaps 
will  probably  by  primarily  related  to 
historical  data  on  new  product 
introductions  and  sales,  required  returns 
on  investment  for  new  products, 
investments  required  on  new  products, 
and  product  line  specific  profit  margins. 
EPA  is  very  interested  in  obtaining 
recommendations  and  data  from 
commentors  on  how  to  fill  in  those  data 
gaps. 


Task  3. — Assess  Feasibility  of  Formal 
Approaches  to  Economic  Impact 
Analysis 

ICF,  Inc.  has  completed  a  small-scale 
study  to  assess  the  technical  feasibility 
of  developing  a  formal  economic 
approach  to  analyze  the  impacts  of 
section  5  notice  requirements  on  the 
chemical  industry.  The  purpose  of  the 
study  was  twofold: 

(1)  To  determine  whether  the 
relationships  of  new  product 
development  to  company/industry 
performance,  growth,  and  structure 
could  be  captured  and  used  to  develop  a 
model  capable  of  predicting  changes  in 
industry  variables  due  to  imposition  of 
regulation. 

(2)  To  determine  if  and  how  formal 
approaches,  e.g.,  single  and  multiple 
equation  behavioral  models,  constrained 
optimization  techniques,  and  modified 
input-output  analysis,  could  be  used  in 
conducting  the  economic  impact 
analysis  under  Task  4. 

Specifically,  the  contractor  performed 
the  following  subtasks: 

(1)  Reviewed  a  preliminary  Arthur  D. 
Little.  Inc.,  paper  on  formal  analytical 
approaches. 

(2)  Reviewed  other  relevant  economic 
studies,  e.g.,  those  of  1962  FDA 
Amendments  and  FIFRA  laws. 

(3)  Assessed  the  feasibility  of  using 
the  approaches  in  these  literature 
sources  for  the  purpose  of  studying  the 
impacts  of  section  5  requirements. 

(4)  Developed  the  most  promising 
approaches  to  incorporate  into  the 
economic  impact  analysis  task  under 
Task  4. 

(5)  Prepared  a  short  paper  for  EPA 
which  discussed  the  long-range 
feasibility  of  formal  technical 
approaches  and  any  conclusions  that 
coulds  be  made  at  this  time  from  the 
work.  This  paper  discussed  several 
alternative  approaches  from  the 
standpoints  of: 

(i)  Data  requirements. 

(ii)  Analytical  benefits  and 
shortcomings. 

(iii)  Resources  to  implement. 

The  most  significant  finding  of  this 
task  was  that  even  if  a  comprehensive 
quantitative,  i.e.,  computer  and 
economic  modelling,  analytical 
approach  could  be  developed,  which  is 
highly  unlikely,  the  approach  could  not 
be  implemented  in  time  to  analyze 
section  5  notice  impacts.  This  analysis 
may  be  feasible  if  a  contractor  were 
provided  with  the  data  needed  and  nine 
months  to  a  year  per  industry  segment, 
and  substantial  resources  with  which  to 
explore  one  segment.  If  this  proved 
successful,  then  it  might  be  possible  to 
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expand  the  work  over  several  years  to 
encompass  the  entire  industry. 

Task  4. — Analyze  Regulatory  Provisions 

This  section  discusses  the  main  focus 
of  this  project,  which  is  the  economic 
impact  analysis.  A  methodology  for 
performing  this  analysis  is  briefly 
discussed  here.  A  more  in-depth  paper 
about  the  methodology  can  be  obtained 
from  the  EPA  Industry  Assistance 
Office.  EPA  suggests  that  commentors 
carefully  review  the  following 
paragraphs. 

The  contractor  will  conduct  limited 
financial  and  economic  analyses  of  the 
impacts  of  section  5  requirements  on  the 
chemical  industry  on  the  basis  of  the 
data  collected  and  analyses  performed 
in  Task  1.  Task  2.  and  Task  3.  To  the 
extent  possible,  these  analyses  will  be 
segment  specific  and  quantitative. 

The  contractor  believes  the  best 
approach  to  measuring  the  impact  of 
section  5  derives  from  analysis  of  the 
costs  imposed  by  section  5  notice 
information  requirements  on  new 
product  return  on  investment.  Thus,  the 
contractor  intends  to  employ  a 
discounted  cash  flow  approach  using 
historical  chemical-specific  data  to 
simulate  product  development  decisions 
without  the  imposition  of  section  5.  The 
costs  of  section  5  notices  will  then  be 
imposed  upon  the  base  case  cash  flows 
to  determine  the  impact  of  section  5 
notices  on  these  sample  historical 
chemicals’  returns.  This  will  allow  a 
tentative  assessment  of  the  number  of 
new  chemicals  that  would  not  have 
been  introduced  in  commerce  had 
section  5  existed.  The  contractor  intends 
to  collect  a  multitude  of  case  histories  of 
new  chemicals  introduced  after  1960. 

The  sample  will  not  simply  be  limited  to 
chemicals  that  succeeded,  but  will  also 
include  those  that  failed.  In  this  way.  the 
contractor  should  be  able  to  obtain  a 
distribution  of  chemicals  reflecting 
success  rates. 

Section  5  notice  costs  occur  before  the 
chemical  is  introduced  into  commerce; 
however,  the  key  factor  in  assessing 
section  5  impacts  is  the  relationship 
between  expectations  about  profitability 
and  section  5  costs.  Thus  we  will  be 
analyzing  expected  returns  as  well  as 
actual  returns.  We  will  compare  these  to 
try  to  understand  (1)  how  the  decision  to 
introduce  the  chemical  would  have  been 
affected;  and  (2)  the  actual  impact 
section  5  would  have  had  on 
profitability. 

Having  performed  an  initial  analysis 
of  the  base  case  and  the  section  5 
impact  historically,  the  contractor  will 
then  perform  sensitivity  analysis  of 
crucial  impact  variables' to  place  section 
5  notice  costs  into  a  broader  perspective 


on  new  product  introduction  including 
(a)  assumed  elasticities  of  demand  and 
supply,  (b)  growth  patterns  for  new 
chemicals,  (c)  success  rates  for  new 
chemicals,  and  (d)  investment  decision 
rules,  etc.  Additionally,  the  contractor 
will  qualitatively  discuss  the  impacts  of 
section  5  notice  requirements,  using 
similarities  and  dissimilarities  between 
FDA/FIFRA  laws  and  TSCA,  citing  type 
of  impact  and  anticipated  direction  of 
change. 

Finally,  the  contractor  intends  to  have 
a  panel  of  independent  industry  experts 
especially  knowledgeable  in  new 
chemical  development  review  its 
findings.  The  industry  experts  are 
independent  consultants  highly 
experienced  in  the  chemical  industry. 
These  consultants  will  be  used  to 
independently  evaluate  the  analysis. 
Using  the  delphic  approach,  we  intend 
to  have  these  experts  exchange  their 
comments  in  a  meeting.  Their  analysis 
and  comments  may  be  incorporated  into 
the  final  report.  On  the  basis  of  these 
findings,  the  contractor  will  assess 
potential  impacts  on  an  industry 
segment  basis.  These  will  include: 

(1)  Changes  in  the  number  and  types 
of  chemicals  introduced  after 
implementation  of  section  5 
requirements. 

(2)  Changes  in  the  size  and  focus  of 
R&D  expenditures. 

(3)  Changes  in  segment  profitability 
and  growth. 

(4)  Changes  in  production  and  growth. 

(5)  Changes  in  prices  in  chemical 
market  segments. 

(6)  Changes  in  imports  and  exports  of 
chemical  substances. 

(7)  Changes  in  market  structure  in 
chemical  market  segments. 

Task  5. — Analysis  of  Regulatory 
Provisions 

The  contractor  is  conducting  the 
following  two  major  subtasks: 

(1)  The  contractor  is  analyzing  several 
major  provisions  of  the  proposed  section 
5  rules  to  determine  to  what  extent  each 
represents  an  economic  burden  due  to 
additional  costs,  delays  in  bringing  a 
product  to  the  market,  business  risk,  or 
uncertainty.  The  provisions  being 
analyzed  include: 

(i)  Confidentiality. 

(ii)  Customer  contact. 

(iii)  Supplemental  reporting. 

(iv)  Importer/exporter  reporting. 

(v)  Processor  reporting. 

(vi)  Incomplete  submissions. 

(vii)  The  scope  of  the  definition  of 
possession  and  control. 

The  purpose  of  these  analyses  is  to 
put  each  provision  “into  perspective”  by 
providing  information  about  industry 
practices  and  by  attempting  to  isolate 


the  effect  of  the  regulation  from  other 
concurrent  trends  in  industry  practices. 
The  output  for  each  analysis  shall  be 
quantitative  to  the  extent  possible,  e.g.. 
all  direct  costs  shall  be  quantified,  and 
there  shall  be  at  least  a  qualitative 
assessment  of  the  degree  of  burden 
imposed  using  “high,  medium,  low. 
negligible"  criteria.  The  contractor  will 
assess  the  consequences  of  alternative 
regulatory  approaches  for  these 
provisions.  The  alternatives  for  analysis 
were  identified  by  the  EPA  Project 
Officer  and  program  office  personnel. 
They  included  the  January  and  October 
proposals  and  alternatives  which  had 
been  developed  as  a  result  of  analysis  of 
the  comments  received. 

(2)  The  contractor  is  analyzing  several 
comprehensive  program  options  for  their 
corresponding  level  of  impact,  i.e.,  to 
determine  to  what  extent  each 
represents  an  economic  burden  due  to 
additional  costs,  delays,  business  risk, 
and/or  uncertainty.  These 
comprehensive  program  options  are 
combinations  of  individual  rule 
provisions  and  notice  information 
options  and  they  have  been  identified 
for  analysis  by  the  EPA  Project  Office. 

For  subtask  1,  the  contractor  has 
provided  draft  documents  and  working 
papers  for  EPA  review  and  is  working 
with  the  program  office  to  ensure 
agreement  on  analytical  assumptions 
and  understanding  of  the  provisions  for 
subtask  1.  For  most  information  the 
contractor  has  relied  on  public  sources 
used  in  the  analysis.  However,  the 
contractor  does  intend  to  augment  this 
information  using  industry  interviews 
and/or  trade  association-provided  data. 
The  completed  economic  analysis  will 
be  made  available  later  this  year.  An 
announcement  will  be  made  in  the 
Federal  Register  of  its  availability. 

Interested  persons  may  on  or  before 
July  10, 1980  submit  to  the  Document 
Control  Officer  (TS-793),  Rm.  E-447, 
Office  of  Pesticides  and  Toxic 
Substances,  401  M  St.,  SW,  Washington. 
DC  20460,  written  comments  regarding 
this  notice  and  the  contractor’s  paper. 
Three  copies  of  all  comments  shall  be 
submitted,  except  that  individuals  may 
submit  single  copies  of  comments.  The 
comments  are  to  be  identified  with  the 
document  control  number  (OPTS-50010) 
in  the  heading  of  this  document. 
Received  comments  may  be  seen  in  the 
above  office  between  8:00  a.m.  and  4:00 
p.m.,  Monday  through  Friday,  excluding 
legal  holidays. 

Dated:  May  30, 1980. 

Steven  D.  Jellinek, 

Assistant  Administrator  for  Pesticides  and 
Toxic  Substances. 
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